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UNITED STATES DISTRICT COURT @ A& pa Z L O

SOUTHERN DISTRICT OF FLORLDA G—E ALTO N A

UNITED STATEE OF AMERICA,

Plaintiff, . .
NO.  MAGISTRATE JIDGH
. BANDSTRA

V.

'PROFHARMA, INC., a corperation,
and VICTCR . FARINAB, and
REYMALDO 3. FARINAS, individusals,

. DL

|
@m\ﬂi 9T i}

Defandants.
H' LnPlel.'E 'F:J':f“"l
! '"-"il',“'r?I " ul.ﬂ Fln, - M____-..”‘““
2P NT FOR P Wi = NET Lo

The Tn'ted Statee cf America, plaintiff, by Peter D,
Kgislarf Assiptant thited Stgtes Attorney General for the
Civil Divizicn, and Marcos Daniel Jimensz, Unitad States
Atccrney for the Scuthern District of Flnrida{ IEEP?Etfully
repreéents ko tbis Hancrahle Jourt. &5 fullﬁws:

1 M™hia sratnkory injunction proceeding is hrought under
the Faderal Fecod, Crug, and Cosmetic Act ("the Actg"), &l
i7.8.0. § 2332(a}, tec eniein defendants Pronharma, Inec.
("PTOQRACmMA™), & Corpuilialfuil, a.n-l;‘l Victor 3. Farinam, and
Reynalde G. Farinas, (hereinafter, collectively, rdafendancs")
from: (a) wielating 21 17.8.¢. 3 331(a)} by lntroducing or
dalivering, or cauzing to be ilnuroduced er deliverea, imta |
interstate commerce drﬁgs that are aduvlrerated within the

meaning of 22 U.8.C0. § 251(a) (2} (B); (b) vielating 21 W.3.C
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§ 331(x} ky ransing drugs that defendants hald for sale after
ghipment ¢f onae or more of their components in inceratate
cﬁmmEIce to become adultarated within the meaning of 21 ﬁ.ﬁ.u.
§ 351(al (2y(B}; (e} vioclating Z21 ﬁ.E.ﬂ. § 33l{a) by
incraducirg oy delivering, or causing to hi in;rmduced or
deliverad, into interstate commsrees drugs tﬁat are misbrandec
within “he meaning of 21 U.5.C. § 353ib]{43(3]; fel) 1.-'iﬂlﬁttiﬂEif
21 U.8.C. § 331({k) by causing drugs Ehat dafendants held fer
sale_aftar sh’pment of one or more of thelk compenents 1n |

{prerstate commerce to bescome misbranded within the meaning of

21 U.&.C. § 353(R} (%} {2 and (=} wislating 21 U a. ¢ B 131(31

by introducing or delivering, or causing to be introdaced or.

deliversd, inte interstate commerce nsw drugs cthat are neither

approved pursuant to 21 U.5.C. g 356(a), Doy CXemph Irom
aﬁproval pursuant to 21 U.5.C. § 355(i] .

2. This Cpurt hﬁs jurisdiction over the gupiject matter
Enﬂ over all parties to tiig agtion under 23 U.B.C. SE 1331,
1337, and 1345, and 21 U.8.C. é 332 (&) .

3. Vernua in =his district is oroper under 28 U.3.C.
§ 1391(h) &pd [@).

4. Defendant Propaarma is incorporated under the laws of

the BFare af Foevida, and does busiress at 7760 NW 58th 3treac

apd 3307 WW “4th Avenue, Miam., Florida, withir che
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jurisdiﬁ;ian of thi=s Court. Prnﬁharma is engaged in the
businesé af'manufacturing, processling, packipg, labeling,
holding, and distributing over-the-counter ("OTC") =l
preseription diugs.

5. Defandant Victor G. Farinas ia the President and co-
CWReYr ﬁf érmpharma. He has authority over, énd responsibility
fcr; ali operations at Prapharma, includlng, huﬁ not limited
ta, the mamifacture, brucessing, packing, labeling, holding,
and distribution of EFropharma's drug products. He performs
his duties at ??Ed ﬁW 56tk Street, Miami, Florida, withir the
juri;dicticn.nf *hir MAure.

€. Defendant Reynaldo G. Farinas is the Executive Vice-
Fresldent of Prﬁpharma. .He is dirertly reencnsible for all
isaues relating To r.hé Iirm's mewaleclaring wperablons,
including oversight of cperaticné. marketing, and personnel .
Ee perfornms his dutiea at 7760 NW Egth Strreet, Miami, Floxrida,
within the jurisdiction of tids Court.

7. IDefendant:s have baen and are new engaged In the
businesa of ﬁanufactufing, prﬁceésing, pg;king, Takeling,
holdirg, and dustriboting in tnterstate commerce varieous OTC
2t prescription dzug products that axe diuge within Ehe
meaning cf 21 U.8.2. § 32X {g) . |

E. DA has ectablished znd published monographs that
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tdentify certain categoriss of drugs chat can be marketed as
0TS drags, pra?ided they comply with specific regulatolXy
eriteria. 21 C.® R. Part 330. Drucs marketed in conformance .
with thesa OTC monographs are generally Tecognized as safe and
effectiva,.zl E.F.Rl § 330.1, and can be marketaﬂ'withcut the
submission and approval of new drué applicatlons {"NDAs").

&, Défendants manufzatura, RIOCaEs, »ack, label, hald,
and distribute peveral OTC drug products subject te FRA
monographs, including the monograph goverming ¥751d, Cough, '
Allergy, Branchudiiator; and Anciasthmatic Drug Praducts for
CGver Ll Cuuntsy Wee,'! 21 O.F.R, Tark 311 {hareinatta=, *he
nCough/Cold Monegrapn®) .

10. Dsfendante recularly menufacture drugs uaing
components they recaive in interstate commerce and intreduce
finished drug products into interstate commerce for shipment

outside the stace of Flerida.

11. ‘The United States Food and Drug Adminigcration
{"FDA“) conducted an inspection of ihe defendante' facilizy
betwean Maroh 16 and 2pril 26, 2004 (the "March/April 2L04

ingpection") .

07
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agultgratign

12. The March/April 2004 inspecticn revealed that tae
metlods reed in, and zhe facilities and controls used fLeor, Che
manufactufE, proceasing, packing, labsling, holding, and
distribution of druge are not in ﬂcﬁﬁliance wita current good
manufactiring practice fecaMpr) for drugs. Ees 31 U.S.0.

§ 351{a) {2} (B}; 2. C.F.R. Parts 210 and 21i. CEME is intended
to ansure bhat ﬁrug products have The idantity;.strength,
quality, purit?, and sther attributes necessary for thair zafe
and effective use,

131, As 3 weault of the ORMD vi~larioms, the drags
ﬁnnufactured by =he defendante are adulterated within the
mearing of 2. U.8.0. § 351{a) (2] (B). These CGMP violations
inglude, burc are not limited to, the Iollowlng:

A. Fallure ta have the firm's gualicy centrol unit
review drug prodact produczticon and contrel recoyxds to
detfermine acmpliénce with all established, approved written
progedures sefores, a batch of drugs is released or distributed,
and fai.ure, whether before or after distwibution of the drug

'prbducts, to thoroughly investigate unexplained discrepancies
or the [ailure of a batch or any of i-& components to mﬂet_;ny

of its specificabions, as iz reguired by 21 C.P.R. § 21l.182.

o
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8. TFailure te establish and fal;ﬂw adequate.written
pfacadurea for production and process controls designed to
assurs that theiy drug products have the idertity, strength,
cualicy, and purity they purpcrﬁ oI are répresenteﬂ to
possessg, including failure to have the quality control unit
veview ard approve all such procedures, as is required by 21
o, F R, § 211,100,

C. Failure ﬁu parform appropriate laberatory
testing on drug pruducta Lo mEEJrE conformance ko
Sp&ﬂiflcqtanE, including testing products ragquired to be Zree
‘of objEccivaable wlcroerganisme, aa lo yeguized Ly 21 . FP.R. E
211.165.

O. Failure to follow written procedures setting
forth the rasponsibilities and prccedufes applicable ta the
guality contrel unit, including adeéﬁate investigatimn af
srrora identiiisd in preducticon recarﬂs, ag iz required by 21
C.¥.R, §§ 211.22(a} and {d},

B. Failure to establish and follow appropriate

.prncadureﬁ governing the handling of all written and oral
complainte racsived concerning tihelr drug nroducts, as 1is
required by 21 C.¥.R. § Z11..88.

7 Failurse tm sstahlish and fellow sroroprilate

wrirten pronedures designed to prevenc chjecticnable
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microoycanisme in drug products not recuired to be aterile, &=
is required by 21 C.7.K. § Zil.illﬂa).

@. TFailure to establish an& follow ﬁn adegquats
written ptabllity testing program, aé iz required by 21 C.F.R.
§ 211.166. |

¥. Failure to establish and follow writbten
proacedures far'cleaning and maintenance oI Equipmeht,'as ig
reculired hy 21 C.F.R. § 211.87.

4. Defendacts violate the Act, 21 U.5.C. § 33L{a), by
introducing and daliﬁering foxr intrndu;tian inta Interstace
commerce artialss of drug. a8 definad hy 271 I1.8 .

.§ 321(g) (1}, that are sdulterated within zhe meaning of 2.
U.5.0. B 351(a) (2} (B}, as sst forth in paragraph 14 aoOvVe.
| 5. Defendarts violate the Azt, 21 U.5.C. & 33LK), BY
catsing rthe adnlreration within the meaning ot 2.1 U.3.C.
§ 251(a) {2} [(B) of artieles of drug, as defined by 21 U.5.C.
§ 321{g) {1}, as =zet forth in paragraph 14 above, while such
articles ars held for eales afrer shipment of one or more of
their cowmponents in interstats gommarce,

Misbrandina

i£. The March/april 2604 inspection revealed that
sevaral CT? drug mpreducts produced by Propharma, including

DEK2 Cough/Cold Formula, Uni-Hist DM Pediatvrie Syrup, DECON-
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DM, Panztuss DX, TUSSAFED £X, TUSSIPFEN-DM antitussive/

. s¥pectoran:, and HISIEC Aqtinistamine/Deconcestankt, wers

laﬂaled wich the "Rx Only" symbol, despita the fact Chat thess
drigs are =ot prescription drugs, Pursuant e 21 U.S.C. §

352 {b! (4) [3), nomprascripticn drug products that Lear the
symbol "Ex Only" are desmed misbranded.

17. Defendants viclate 21 U.5.C. § 33i(a) by introducing

- or delivering, or causing to be intradtced or delivered, inuo

interztate commerce drggs that are migbranded within tke
meaning of 21 U.5.C. § 333{b} (4] (B).

1p. Daferdants violats 21 U.2.C. 331(k), hy rausing
drugs that defen@;nts hold for eale after shipment of one or
more of thair components in interstate commeres £o become
migkranded within the mesning of 21 U.5.L. & 3925(D) (8] (B) -

Unarproved New DYUgS

15. Tha Maxrch/April 2004 inspaction alse revealed that
geveral drug producta produged by Proprarma are unapproved new
d?_"*ll.lgs as fallows: |

A. BSeveral of Propharma's drug rproducts contain

more of a particulzar irgredient, dextromethorohan

'‘hydronromide, than is permittec in The Cough/Cald Monograpl,

21 C.FP.R. § 341.74(d} (1} (iil). These drug products are

unapproved new drugs under the Act because they are not
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generally racognized as safe and effective for the use
réammmended,_prascrihed, or suggested ir their labeling and
ﬁhey ars being marksted by Fropharma wi;hcut FIA appraval
ulder 21 U.5.C. § 355.

B. Several of Zropharma's drug products ccntain
phenylephrine tannate and chlarPﬁeniramine tarnate ag acktlvs
ingredients., Thezs drug.prnduc;é ars unaoproved new druga
becalge they are not gersrally recognized as safe and
effective for the usge recommended, prescribed, or suggestad in
their labeling and they are beihg marketed by Propharma
withouk FDA oppreval under 21 T7.8.C. § 3E66.

- 20. ﬁeﬁendanzs viplate 21 U.5.C. 231(4) by intrnduciﬁglnr
delivering, oy cauging to be introduced or delivéred, into
interstate commarce pew drugs That are neither apprnvéa
pursuant to 21 U.S.C; § 3B8E({a), nor exempt from approval
pursuant ko 21 U.5.C. § 355 (i),

History o Eiqlagiéns
21. Propharma hag a histsry of continuiny CGMP
violazions., Ths COMP deficiencies prasént at the March/april
2004 inepection are the same as, or aimitfar to, prior
ﬁiolatiana obgerved by FDA during inspvections cancucted Lrom
Boril 15 ba Mav 5. 2003, Januaky 25 to Feoruary 17, 2000,

March 18 Lo 31, 1856, and Jupe 7 to 26, 1985,
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22. FProgharma's ncncompliance has cantiﬁuedlin the face
of repeated warnings from FOA regarding ibes LGM2 violaticna.
At the clocse cE each of the FDA ilngpections of srapharma in
2004, 2003, 3000, 1998, and 1335, FDA investigators issuad Lo
Procharma officials a dgtailed nist of Insﬁecticnal
Nprervakions {"Torm FDA-483"), which notified Propharma
officials of the investigators' observations, fhe FOR
investigators discussed the vielations Jlisted in the Form FDA-
483g with Prophaxma »ffiziale, and Prcpharma offcials
expresaed a degirs to correect the deficlencies..

33. BFOR alem iasitad s Wavrning Letter to PBravharmnz
fallowing the inepestion in 1395. The Warning Tetter to
rropharma emphasized the serisus nature of the EGMﬁ riglatlions
gnd alerced Prapharma that Iurther :.zgulal..uxy motlon mey
result if 1t did net correct these violations.

2%, Balthough chort-lived corxestive acticas have been
noted, primarily during the 2003 inspection, the 2004
inap&cﬁicn deronstyoted that the defendants have not been ahle
to mgiatzin Prcpharma'ﬁ froilitlias inm a contiruous state of
CEM® compliance, Despite repeated assurances by Prcﬁharma
offigials, the current CGMP viqlatlons ars the same as, or
E-imiiar to, prior violations chaerved ny FLA and brought to

tne attention of Prepharma cfficiale.

13d
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25; Plainz=iff is informed znd beiiaves that, unless
restrained by thig Couri, defendants will continue cao viglate
the Azt in the manner set Lorth herein,

WHERSFORE, Flaintiff prays:

I. That defendants Prophazma, Ins., a corporatian, and
Vietor G. Farinaé, and Reymaldo €. Parxinmas, individuals, anc
aach and al) cf thelr directors, officerg, agents,
represantAtivea, =employses, atbolneys, Buccesspore, and
assigns,'and any and all persons in active ccnesrt or
participation with any of “hem, be enjainéd from
Ma-IaCtLiying, PLOuEssEIuY, pesking lnbcli‘ng,.halding; Fo
distributing erticles of drug un‘ees and until defendants’
methods, facilities, and coatrols used to manulacturs,
progess, pask, label, held, and distribute articles oI drug
ara established, operated, and administered in conformity with
CAME and the Ack, in a manner that has been found aceeprtable
by FL&; and

TI. That defendants, and =ach and ali of thelir
diractofs. nfficﬁfs; agerta, representetives, wsmployess,
sttorneys, siccegaors, and ﬁsﬂigna,land any acdé all persons in
artive concert dr participation with any of them, be
pormanantly restyainad and aninined under 21 U.5.C. § 332 {al

from directly or indirectly deing ox cansing to be dope any of

14
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the fcllcwihg asts:

A, Violating 21 U.8.C. § 33i{a! by introdueing or
delivering, or =avsing to be intreoduced or dellvered, into
interstate cotmerce drugd that are adulterated within the
meaning of 21 U.8.C. § 351[&}[2ji3};

B. Violating 21 W.§.C. B 231l {k) by sausing drugs
that defendants hﬂld-fur sale after shipment of one ox more of
their vomponents in interstate commerce to become adulterated
within the meaning of 21 U.5.C. § BEl:alizj{EJ;

o _ Vielating 21 U.E.C..E 33ifa) by intreducing cr
delivesiny, wi vausiig to be i.nr.:l:cﬁuccrl.‘ or dceliveraed, inka
intarétate commarce drugs that are misbranded within the
meaning of § 353 (b} {4] (B);

I, Vielating 21 U.5.C. § 331(k}) by causing drugs
that detendantz hold for sale after shipment of one or mare of
chelr comporientp in iuteratate conlierce to become misbranded
witﬁin the maan}ng of 21 U.5.C, B 353{b}(4}iﬁ}; and

=, Violating 2% U.3.C. 331(d) by intrgducing or
delivering, or causing to be intrcduced or celivered, into
intergtate commerces new.drugs tpet are naitler appraoved
pursuant to 21 U.8.C. § 3535(a), nor exempt from zpproval

porAnanT o 27 1T 8.0 § 355{4) .

12
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III. That FDA be authorized pﬁrsuant to this injunection
to inspect &afendanta' places cf besiness and ail racords
ralating to the receipt, manufacture, prodessing, pécking,
labeling, holding, and disﬁributioﬁ of any drug to ensﬁre
continuing semplianee with tha terms of the injunctiﬁn. withr
the coets of sgéh inspectiéns ta ke home by defsncancs at the
ratos prevailing at the time the inspections are accemplisned;

and’

IV. That the Court award olaintiff costa and other auch

ra_ief as the Court desme jﬁst and proper.

DATED this ,f day of Mznm

Raespectiully sukbmitted,

MARCOS DANTEL JIMENEE
Mmijted Steatgs Abtarney

M. St. Pefer-Sriffich
Asslstant United Stateg

Attorne
OF COUNSEL: - g'ﬂ\\

ALEX M, ARAR IT : LawLecikse G. SoDade
Heneral Couneel Deputy D-rsctor
: nifice of Consumer
Litigaticn

DANIEL E. TROY Department of Justice
Chief Counse_ Civili Divigiosn
Pood. and Drug Division . B.00. Box 1EEé

Washingron, D.C. 20044
(2n2) 307-0138
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ERTC M. BELUMBERZ
Deputy Chief Ceunzal
for Likigztiom

MICHAEL SHANT
2asceiaze Chief Counsel

for Enforcement

United States Departmen: of
Hzalth and Muman Berviges
Cffice of the Gefieral Counsel
5610 Fishers Lape, GCF-1
Rockville, Maryland 2G857
(3p1} 827-2802
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